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Status 

^)^ PAQpnnQivP tn nnmmiinirjitinn(j;) ffleri on 25 November 2005, 
2a)ia This action Is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for altowanoe except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Ouayfe, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) IS Claim(s) 1-13 is/are pending in the application. 

4a) Of the above daim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Clalm(s) lil3 Is/are rejected. 
?)□ aaim(s) is/are objected to. 

6)n Claim(s) are subject to restriction and/or election requirement 

Application Papers 

0)n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request thai any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) Including the correction is required if the drawing(s) Is ok^'ected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomri PTO-152. 
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a)n All b)D Some * c)^ None of: 
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application from the International Bureau (PCT Rde 17.2(a)). 
" See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicants amendment filed November 25, 2005 has been recaved and entered. 
Claims 14-28 have been canceled. Accordingly, claims 1-13 are pending in the Instant 
application. 



C/a/m Rejections - 35 USC § 101 

1 . The rejectin of daims 3 and 7 under 35 USC 101 because the claimed invention 
is directed to non-statutory subject matter is withdrawn in view of Applicants 
amendment. 

2 The rejection of claim 9 under 35 U.S.C. 101 because the daimed invention is 
directed to non-statutory subject nr^tter is wiUidrawn in view of Applicants amendment. 

Claim Rejections - 35 USC § 112 

3. The rejection of claims 1-13 under 35 U S C 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant ait that the inventor(s)» at the time the q)plication was filed, had 
possession of the claimed invention, a writtCT description rejection is maintained 

Applicants are asserting that the specification sets forth that the nucleotide corresponding 
to each ORF begins at the first nucleotide immediately following a stop codon and ends at the 
nucleotide immediately preceding the next downstream stop codon in the same reading frame. 
Applicants assert that, specifically, the correct start codons or initiation site corresponds to ATG, 
GTG, or TTG, which one of ordinary skill in the art could easily identify. 

Applicants arguments have been fiiUy considered but are not found to be persuasive. 
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First, Applicants assert that the specification sets forth that the nucleotide corresponding 
to each ORF begins at the first nucleotide immediately following a stop codon and ends at the 
nucleotide immediately preceding the next downstream stop codon in the same reading frame. 
However, this rejection is not a new matter rejection. Applicants can say that a start codon is 
part of the invention, however, without the identification of the reading frame and the start codon 
itself at the beginning of this reading frame, Applicants specification simply does not n^et the 
written description requirements. Applicants statement is merely a wish for being able to 
identify additional nucleotides, which will have a profound impact on the activity of the encoded 
protein, i4>stream from that which was disclosed. It is this region of undescribed structure which 
fails to meet the written description guidelines. 

Finally, ^plicants assert that, specifically, the correct start codons or initiation site 
corresponds to ATG, GTG, or TTG, which one of ordinary skill in the art could easily identify. 
However, as set forth above, without the full length ORF, Applicants have only fulfilled the 
written description requirement for the specifically identified fragment, i.e., consisting of SEQ 
ID NO: 42779. 

Claims 1-13 recite an isolated nucleic acid comprising SEQ ID NO: 20623, or an isolated 
nucleic acid which encodes SEQ ID NO: 42779. 

The specification and claims do not indicate what distinguishing attributes are shared by 
the members of the genus. Thus, the scope of the claims includes numerous structural variants, 
and the graus is highly variant because a significant number of structural differences betwera 
genus members is permitted Since the disclosure fails to describe the common attributes or 
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charactCTistics that identify members of the genus, and because the gaus is highly variant, 
"SEQ ID NO: 20623" alone is insufficient to describe the genus. Specifically, SEQ ID NO: 
20623 lacks a start codon for translation. Without providing description of both a start and a stop 
codon, Applicants have only provided support for the specifically identified fragment, i.e., 
"consisting of SEQ ED NO: 20623." One of skill in the art would reasonably conclude that the 
disclosure foils to provide a rqwesentative number of species to describe the genus. Thus, 
applicant was not in possession of the claimed genus. 

Adequate written description requires more than a mere staten^nt that it is part of the 
invention and a reference to a potential m^od of isolating it. The protein itself is required. See 
Fiers v. «eve/, 25 USPQ 2d 1601 at 1606 (CAFC 1993) and ^mgen Inc. K Chugai 
Pharmaceutical Co, Lis., 18 USPQ2d 1016. AppUcants have described merely a fragment of a 
full length protein, the identity and function of the fiiU length protein remain to be discovered. 

VaS'Cath Inc. V. Mahurkar, 19 USPQ2d 111, clearly states that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for puqwses of the "written description' inquiry, 
whatever is now claimed." The specification does not "clearly allow persons of ordinary skill in 
the art to recognize that [he or she] invented what is claimed." 

AppUcant is reminded that Vas-Cath make clear that the writt«i description provision of 
35 use 1 12 is severable from its enablement provision. 

FurthOTnore, in The Regents of the University of California v. Eli Lilly (43 USPQ2d 
1398-1412), the court held that a gen^c statonent which defines a genus of nucleic acids by 
only their functional activity does not provide an adequate written d^cription of the genus. The 
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court indicated that while Applicants are not required to disclose every species encompassed by a 
genus, the description of a genus is achieved by the recitation of a rq^resentative number of 
DNA molecule, usually defined by a nucleotide sequrace, falling within the scope of the 
claimed genus. At section B(l), the court states that "An adequate writt« description of a 
DNA... requires a precise definition, such as by structure, formula, dimiical name, or physical 
prop&ties, not a mwe wish or plan for obtaining the claimed chemical invention." 

Applicants are directed to the Revised Interim Guidelines for the Examination of Patent 
Applications Under the 35 U.S.C. 112, 1 "Written Description" Requirement, Fed^al Register, 
Vol. 64, No. 244, pages 71427-71440, Tuesday December 21, 1999. 

For reasons of record as well as the reasons set forth above, this rejection is 
maintained. 

4. The rejection of claims 11-13 under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the enablennent requirement is maintained. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is nrast nearly connected, to make 
and/or use the invention. 

It is noted that Applicants have ^vithdrawn" claims 11-14. However, these daims 
are still pending. If Applicants do not wish to further prosecute these daims, they 
should be cancelled. However, since no arguments have been made and the daims 
are still pending, the rejection is maintained for reasons of record. 
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Claims 1 1-13 are drawn to "vaodne compositions for prevention or treatment" 

Facts that should be considered in determining whether a specification is 
enabling, or if it would require an undue amount of experimentation to practice the 
invention include: (1) the quantity of experimentation necessary to practice the 
invention, (2) the amount of direction or guidance presented, (3) the presence or 
absence of worthing examples. (4) the nature of the invention, (5) the state of the prior 
art, (6) the relative skill of those in the art. (7) the predictability or unpredictability of the 
art, and (8) the breadth of the daims. See In re Wands. 858 f26 731 ,737, 8 USPQ2d 
1400. 1403 (Fed. Or. 1988). The Federal Qrcuit has noted, however, that only those 
factors that are relevant based on the facts need to be addressed. See Enzo Biochem. 
Inc. V, Calcene. Inc. 188 F.3d 1362, 1371, 52USPQ2d 1129, 11 35 (Fed. Or 1999). 

First, as set forth by Plotkin et al (VACCINES W.B. Saunders Company, 1988. 
page 571 ) "The key to the problem (of vaccine development) is the identification of that 
protein component of a virus or microbial pathogen that itself can elicit the production of 
protective antibodies... and thus protect the host against attack by the pathogen." This 
teaching directly addresses factors 1, 4, 5, 6. 7 and 8. 

Second. Applicants spedfication provides no working examples demonstrating 
prevention with the polypeptides of the instant inventions. This directly affects Factors 
1,2. 3. 4 and 8. 

A vaccine "must by definition trigger an immunoprotective response in the host 
vaccinated; mere antigenic response is not enough." In re Wright, 999 F.2d 1557,1561, 27 
USPQ2d 1510, 1513 (Fed. Cir. 1993). 
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Given the lack of guidance, lack of working examples, and the unpredictable nature of 
the invention, one of skill in the ait would be forced into excessive eiq>aimentation in order to 
practice the instantly claimed invention. 

Cfa/m RejBCtions - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this sec^on made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publicatbn In this or a foreign country or in public 
use or on sale in tins oountiy. more than one year prior to the date of ef>plication for patent In the United 
Slates. 

5. The rejection of claims 9-10 under 35 U.S.C. 102(b) as being anticipated by 
Longo et al is withdrawn In view of Applicants amendnnent. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the rrailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 



Application/Control Number: 09/41 7.507 Page 8 

Art Unit: 1645 

the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this conrvnunication or earlier communications from the 
examiner should be directed to Mark Navarro whose telephone number is (571 ) 272- 
0861. 

if attenpts to readi the examiner by telephone are unsucoessful, the examiner's 
supervisor, Lynette Smith can be reached on (571) 272-0864, The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Infonration Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http7/pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-91 97 (toll-free). 



Marie Navarro 
Primary Examiner 
December 22, 2005 



